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DETAILED ACTION 

Claims 1-4, 6-8, 12-14 and 16-19 are currently pending in the instant application. 
Applicants have cancelled claims 10 and 11 and added new claim 19 in an amendment 
filed on September 9, 2008. 

I. Response to Arguments 

Applicants' amendment, filed on September 9, 2008, has overcome the rejection 
of claims 1 1 and 1 2 under 35 USC 1 12, first paragraph for not being enabled for a 
solvate of the instant compounds. The above rejection has been withdrawn. 

Applicants' arguments have not overcome the rejection of claim 12 under 35 
USC 112, first paragraph for not being enabled for a method for treating asthma or 
rhinitis. Applicants argue that the specification teaches a genus of phenoxyacetic acid 
compounds that are capable of modulating CRTh2 receptor activity. Applicants further 
state that the specification teaches one how to both synthesize and administer the 
claimed compounds. The specification also provides an art recognized in vitro assay 
that can be used to evaluate the claimed compounds' ability to inhibit CRTh2 receptor 
activity. The CRTh2 receptor, ligands for this receptor, as well as the aforementioned 
inhibitory assay were known in the art as of Applicants' filing date. However, the 
Examiner wants to point out that Applicants have included prophylactic in the term 
"treatment" which embraces prevention. Applicants have not addressed this issue in 
the arguments filed on September 9, 2008. Applicants have not provided in the 
specification that the instant claims can prevent asthma or rhinitis since it is well known 
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in the art that for example, there is no cure for asthma. Therefore, since Applicants 
have included prophylactic in the term "treatment", the specification is not enabled for a 
method of treating asthma or rhinitis. The rejection is maintained. 

II. Information Disclosure Statement 

The information disclosure statement (IDS) submitted on September 9, 2008 is in 
compliance with the provisions of 37 CFR 1 .97. Accordingly, the information disclosure 
statement has been considered by the examiner. 



III. Rejection(s) 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 12 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 

As stated in the MPEP 2164.01 (a), "There are many factors to be considered 
when determining whether there is sufficient evidence to support a determination that a 



Application/Control Number: 10/552,082 Page 4 

Art Unit: 1626 

disclosure does not satisfy the enablement requirement and whether any necessary 
experimentation is "undue". 

In In re Wands , 8 USPQ2d 1400 (1988), factors to be considered in determining 
whether a disclosure meets the enablement requirement of 35 U.S.C. 112, first 
paragraph, have need described. They are: 

1 . the nature of the invention, 

2. the state of the prior art, 

3. the predictability or lack thereof in the art, 

4. the amount of direction or guidance present, 

5. the presence or absence of working examples, 

6. the breadth of the claims, 

7. the quantity of experimentation needed, and 

8. the level of the skill in the art. 
In the instant case, 

The nature of the invention 

The nature of the invention of claim 12 is a method of treating asthma or rhinitis. 
Support for the intended use of the instant compounds for ligand binding assay at PGD 2 
is found on pages 30-31 of the specification. 

The state of the prior art and the predictability or lack thereof in the art 

The state of the prior art is that the pharmacological art involves screening in 
vitro and in vivo to determine which compounds exhibit the desired pharmacological 
activities (i.e. what compounds can treat which specific disease by what mechanism). 
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There is no absolute predictability even in view of the seemingly high level of skill in the 
art. The existence of these obstacles establishes that the contemporary knowledge in 
the art would prevent one of ordinary skill in the art from accepting any therapeutic 
regimen on its face. 

The instant claimed invention is highly unpredictable as discussed below: 

It is noted that the pharmaceutical art is unpredictable, requiring each 
embodiment to be individually assessed for physiological activity. In re Fisher, 427 F. 
2d 833, 166 USPQ 18 (CCPA 1970) indicates that the more unpredictable an area is 
the more specific enablement is necessary in order to satisfy the statute. 

Applicants have included "prophylactic" in the definition of "treatment" on 
page 11 of the specification. The "prophylactic" embraces prevention and Applicants 
have not provided support for preventing any diseases mentioned in the specification. 

Applicants are claiming a method of treating asthma or rhinitis. 

Applicants' claims are therefore drawn to a method of treating or preventing 
asthma. Asthma is caused by inflammation in the airways. When an asthma attack 
occurs, the muscles surrounding the airways become tight and the lining of the air 
passages swell. This reduces the amount of air that can pass by and can lead to 
wheezing sounds. Asthma symptoms can be triggered by breathing in allergy-causing 
substances called allergens or triggers. Triggers include pet dander, dust mites, 
cockroach allergents, molds pollens. Asthma symptoms can also be triggered by 
respiratory infections, exercise, cold air, tobacco smoke, etc. Treatment is aimed at 
avoiding known allergens and respiratory irritants and controlling symptoms and airway 
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inflammation through medication. There are two basic kinds of medication for the 
treatment of asthma. Long-term control medications are used on a regular basis to 
prevent attacks, not for the treatment during an attack. Types include inhaled steroids, 
leukotriene inhibitors, Anti-lgE therapy, long-acting bronchodilators, cromolyn sodium or 
nedocromil sodium, aminophylline or theophylline. Quick relief medications are used to 
relieve symptoms during an attack. These include: short-acting bronchodilators 
(inhalers) and corticosteroids. There is no cure for asthma, though symptoms 
sometimes decrease over time. 

Applicants' claims are therefore drawn to a method of treating or preventing 
rhinitis. Rhinitis is a nonspecific term that covers nasal congestion due to infections, 
allergies and other disorders. In rhinitis, the mucous membranes of the nose become 
infected or irritated, producing a discharge, congestion and swelling of the tissues. The 
most widespread form of infectious rhinitis is the common cold. Colds can be caused 
by as many as 200 different viruses which are transmitted by sneezing and coughing, 
contact with soiled tissues or handkerchiefs or by close contact with an infected person. 
Allergies are another frequent cause of rhinitis which is called allergic rhinitis. There is 
no cure for the common cold; treatment is given for symptom relief. Medications include 
decongestants to relieve stuffiness or runny nose. Allergies are treated with anti- 
histamines. Allergies may resolve or may be lifelong. There is no vaccine effective 
against colds. Prevention depends on washing hands often, minimizing contact with 
infected person and not sharing hand towels, eating utensils or water glasses. Allergies 
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may be prevented by avoiding the cause of the allergy, although this is not always 
possible or practical. 

(URL: http://www.healthline.com/qaiecontent/rhinitis?print=true ) 

Hence, in the absence of a showing of correlation between all the diseases 
encompassed by the claims as capable of treatment by inhibiting PG2 one of skill in the 
art is unable to fully predict possible results from the administration of the compound of 
the claims due to the unpredictability of the role of inhibiting PG2 and, for example, 
since it is no known cure for asthma or rhinitis. 

The amount of direction present and the presence or absence of working 
examples 

The only direction or guidance present in the instant specification is the listing of 
several diseases applicant considers as treatable by the claimed invention found on 
pages 11-15. There are no working examples present for the prevention of any disease 
or disorder by inhibiting PG2. 

Applicants have disclosed pharmacological data in a ligand binding assay for 
PGD2 on pages 30-31 . Pharmacological activity in general is a very unpredictable 
area. Note that in cases involving physiological activity such as the instant case, "the 
scope of enablement obviously varies inversely with the degree of unpredictability of the 
factors involved." See In re Fisher, 427 F.2d 833, 839, 166 USPQ 18, 24 (CCPA 1970). 
The breadth of the claims 



Application/Control Number: 10/552,082 Page 8 

Art Unit: 1626 

The breadth of the claims is drawn to a method of treating a disease 
mediated by prostaglandin D2, which comprises administering to a patient a 
therapeutically effective amount of a compound of formula (I), or a pharmaceutically 
acceptable salt as defined in claim 1 . Claim 1 1 is drawn to a method of treating a 
respiratory disease in a patient suffering from, or at risk of, said disease, which 
comprises administering to the patient a therapeutically effective amount of a compound 
of formula (I) or a pharmaceutically acceptable salt or solvate thereof, as defined in 
claim 1. 



The quantity of experimentation needed 

The quantity of experimentation needed is undue experimentation. One of skill in 
the art would need to determine what diseases out of all conditions such as cognitve 
disorders, hypertension, etc. would be benefited by the inhibition of PG2 would 
furthermore then have to determine which of the claimed compounds in the instant 
invention would provide treatment of the diseases. 

The level of the skill in the art 

The level of skill in the art is high. However, due to the unpredictability in the 
pharmaceutical art, it is noted that each embodiment of the invention is required to be 
individually assessed for physiological activity by in vitro or in vivo screening to 
determine which compounds exhibit the desired pharmacological activity and which 
diseases would benefit from this activity. 
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The specification fails to provide sufficient support of the broad definition of the 
term 'treatment" in a method of treating a disease mediated by prostaglandin D2. As a 
result necessitating one of skill to perform an exhaustive search for which diseases can 
be treated or prevented by what compounds of the invention in order to practice the 
claimed invention. 

Genentech Inc. v. Novo Nordisk A/S (CA FC) 42 USPQ2d 1001 , states that "a 
patent is not a hunting license. It is not a reward for search, but compensation for its 
successful conclusion" and "patent protection is granted in return for an enabling 
disclosure of an invention, not for vague intimations of general ideas that may or may 
not be workable". 

Therefore, in view of the Wands factors and In re Fisher (CCPA 1970) discussed 
above, to practice the claimed invention herein, a person of skill in the art would have to 
engage in undue experimentation to test which diseases can be treated by the 
compound encompassed in the instant claims, with no assurance of success. 

This rejection can be overcome, for example, by deleting the method claim. 

IV. Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shawquia Young whose telephone number is 571-272- 
9043. The examiner can normally be reached on 7:00 AM-3:30PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph McKane can be reached on 571-272-0699. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Shawquia Young/ 
Examiner, Art Unit 1626 
/Kamal A Saeed/ 
Primary Examiner, Art Unit 1626 



